REMARKS 

Support for the amendments to Claim 1 can be found, for example, in original claims 
5 and 7. Support for the amendment to claim 5 can be found, for example, in the Example on 
page 9 of the specification. No new matter has been added. 

Objections to the drawings 

The Examiner's attention to detail is appreciated. Clear copies of the figures which are 
photocopies of photographs are attached. No new matter has been added. 

Rejections under 35 U.S.C. § 1 12 

Claims 1-7 have been rejected under 35 U.S.C. §112, second paragraph. 

The ultrahigh hydrostatic pressure range has been specified and the washing step has 
been specified. Thus, Claim 1 has been clarified in order to eliminate the rejections under 35 
U.S.C. § 1 12. Thus, withdrawal of the rejection is respectfully requested. 

Rejection under 35 U.S.C. §102/103 

Claims 1-4, 6, 7 stand rejected under 35 U.S.C. 102(e) as allegedly being clearly 
anticipated by US 6,482,584. Claims 1 -7 stand rejected under 35 U.S.C. 102(b) as allegedly 
being clearly anticipated by WO 01 /09287. Claims 1-7 stand rejected under 35 U.S.C. 
103(a) as allegedly being unpatentable over WO 01 /09287. 

It is believed that the amendments render the rejection over US 6,482,584 moot. 

The Office Action states that WO 01/09287 discloses the application of ultrahigh 
hydrostatic pressure (200-9000 bar) to human or animal tissues prior to transplantation. 

As can be seen on page 5, of the specification, the method of the present invention 
results in connective tissue (collagen and elastin fibers) that is rendered isolatable from the 
remainder of the (starting tissue) native tissue including cell components while keeping intact 
the structure and biomechanical properties thereof. In other words, the treatment of the 
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present invention requires for tissue to be loosened in such a way that the cell components are 
separated from the connective tissue. Naturally much stronger physical impact would be 
required for loosening the tissue than would be required to simply kill isolated cells. 

An English language translation of WO 01 /09287 is attached. As described on page 
22 at lines 1-3, "Increasing the HP to 200 MPa caused a 100% reduction in the viability of 
the cells." Additionally, as can be seen in Fig. 1., a hydrostatic pressure of 125 MPa to 300 
MPa is used. A maximum hydrostatic pressure of 225 MPa is used in other experiments and 
the duration of high hydrostatic pressure is 5 minutes in all experiments (see, page 19, lines 8- 
11). The high-pressure treatments were also carried out with bone tissue at a pressure level 
of 150 MPa or 225 MPa to evaluate the influence on the mechanical properties. As noted on 
page 28: "The mechanical properties of bones may be altered on application of pressure above 
225 MPa." Thus, WO 01 /09287would not motivated a skilled worker to apply ultrahigh 
hydrostatic pressure above 225 MPa to remove essentially all cell components from the tissue 
while keeping intact the structure and biomechanical properties of the tissue. 

WO 01 /09287 does not teach or suggest applying ultrahigh hydrostatic pressure from 
5000 to 15000 atms to the tissue in a liquid medium for at least 10 minutes. Thus, it is 
respectfully requested that the rejections under 35 USC §102/103 be withdrawn. 

The claims in the application are submitted to be in condition for allowance. Should 
the examiner have any questions or comments, she is cordially invited to telephone the 
undersigned at the number below. 
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The Commissioner is hereby authorized to charge any fees associated with this 
response or credit any overpayment to Deposit Account No. 13-3402. 


Respectfully submitted, 


Anthony Zelano, Reg. No.27,969 
Attorney for Applicants 


Jennifer Branigan, Reg. No. 40,921 
Agent for Applicants 

MILLEN, WHITE, ZELANO & BRANIGAN, P.C. 

Arlington Courthouse Plaza 1 

2200 Clarendon Boulevard, Suite 1400 

Arlington, VA 22201 

Telephone: 703-243-6333 

Facsimile: 703-243-6410 

Attorney Docket No.:AKA-282 

Date: 5 June 2008 
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